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Ultrasonic Pulsed Doppler Imaging System FR # 892.1550 Product Code 90-IYN
Ultrasonic Pulsed Echo Imaging System FR # 892.1560 Product Code 90-IYO
Diagnostic Ultrasound Transducer FIR # 892.1570 Product Code 90-ITX
Diagnostic Intravascular Catheter FR # 870.1200 Product Code OBJ

A. Legally Marketed Predicate Devices

The Acuson SC2000 Ultrasound System in this 510k is a modification to SC2000
Diagnostic Ultrasound System previously cleared in K072365, K1 02017, K1 13179, K123622
and K130754.
B. Device Description:

The SC2000 Diagnostic Ultrasound System is a multi-purpose mobile, software controlled
diagnostic ultrasound system with an on-screen display for thermal and mechanical indices
related to potential bic-effect mechanisms. Its function is to acquire primary or secondary
harmonic ultrasound echo data and display it in B-Mode, M-Mode, Pulsed (PW) Doppler Mode,
Continuous (CW) Doppler Mode, Color Doppler Mode, Amplitude Doppler Mode, a combination
of modes, 3D Imaging, or Harmonic Imaging and 4D imaging on a Flat Panel Display.

The SC2000T hUltrasound System has been optimized for user ergonomics with adjustable
keyboard height and rotation and independently adjustable Flat Panel Display. There is an
available off-line workstation (SC2000WP)
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C. Intended Use

The SC2000 ultrasound imaging system is intended for the following applications: Cardiac, Neo-natal and
Fetal Cardiac, Pediatric, Transesophageal, Adult Cephalic, Peripheral Vessel, Abdominal, lntraoperative
Abdominal, Musculo-skeletal Conventional, and Musculo-skeletal Superficial applications. The system
also provides the ability to measure anatomical structures and calculation packages that pmovide
information to the clinician that may be used adjunctively with other medical data obtained by a physician
for clinical diagnosis purposes. The typical examinations performed using the SC2000 Ultrasound
System are:
Cardiac Imaging Applications and Analysis
The system transmits ultrasound energy into adult, pediatric, neonatal, and fetal cardiac patients creating
20 (B), 3D, M-Mode (M), Color Doppler (CD), Color Power Doppler (CPD), Pulsed Wave (PW) Doppler,
and Continuous Wave Doppler (CWD) to obtain images and blood flow velocity of the heart, cardiac
valves, great vessels, and surrounding anatomical structures to evaluate the presence or absence of
pathology. The system may be used to acquire patient electrocardiogram for synchronizing the diastolic
and systolic capture of ultrasound images.
The system also supports catheters which are intended for intra-cardiac and intralumjnal visualization of
cardiac and great vessel anatomy and physiology as well as visualization of other devices in the heart of
adult and pediatric patients.
The system has Cardiac Measurements and Calculation P~ackages that provide Information that may be
used adjunctively with other medical data obtained by a physician for clinical diagnosis purposes.
Vascular Imaging Applications and Analysis
The system transmits ultrasound energy into various parts of the body of adult patients creating 20 (B),
Color Doppler (CD), Color Power Doppler (CPD), Pulsed Wave Doppler (PWD), and Continuous Wave
Doppler (CWD) to obtain images and blood flow velocity of the camotid arteries or juggler veins in the
neck; superficial and deep veins and arteries in the arms and legs; and surrounding anatomical structures
to evaluate the presence or absence of pathology. The system may be used to acquire patient
electrocardiogram for synchronizing the diastolic and systolic capture of ultrasound images.
The system has Vascular Measurements and Calculation Packages that provide information that may be
used adjunctively with other medical data obtained by a physician for clinical diagnosis purposes,
Superficial Imaging Applications
The system transmits ultrasound energy into various parts of the body of adult patients creating 20 (B),
Color Doppler (CD), Color Power Doppler (CPD), Pulsed Wave Doppler (PWD), and Continuous Wave
Doppler (CWD) to obtain images and blood flow velocity of conventional or superficial musculoskeletal
structures and surrounding anatomical structures to evaluate the presence or absence of pathology. The
system may be used to acquire patient electrocardiogram for synchronizing the diastolic and systolic
capture of ultrasound images.
lntraoperative Imaging Applications
The system transmits ultrasound energy into various parts of the body of adult patients creating 20 (6),
Color Doppler (CD), Color Power Doppler (CPD), and Pulsed Wave Doppler (PWD) to obtain images and
blood flow velocity that provide guidance during intraoperative procedures.
Transcranlal Imaging Applications
The system transmits ultrasound energy into the cranium of adult patients creating 20 (B), Color Doppler
(CD), Color Power Doppler (CPU), Pulsed Wave Doppler (PWD), and Continuous Wave Doppier (CWD)
to obtain images and blood flow velocity of the brain and surrounding anatomical structures to evaluate
the presence or absence of pathology.
The system provides Measurement Packages that provide Information that may be used adjunctively with
other medical data obtained by a physician for clinical diagnosis purposes.

SC2000 510(k) Submission Page 8 of 32
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D. Substantial Equivalence
The submission device is a modification to SC2000 M Diagnostic Ultrasound System previously
cleared in K072365, K072786, K102017, K113179, K123622 and K130754 with regard to both
intended use and technological characteristics.

Acuson
Acuson Acuson Acuson SC2000Th

SC2000Th S2000 S2000 This
Descriptdon K123622 K(111674 K(072786 submission

Software Safety - EN60601-4 Certified x x x x__

See Table In Section 4.4.1.4 - All previously cleared x_____ x_____ ______ x_____

Biocompatibility - Same transducers no new materials x x x x__

AcuNav V ________

Soundstar I OF x K

Biocompatibili - Same transducers no new materials xxx

Native ' Tissue ;Harmonic Imaging K K X K

Multifiertz multiple frequency inmaging K K K K

RES"' enhanced resolution imaging format X K X K

Output display standard compliance X K X x

Native TED"' dynamic ultrasound technology K K X K

TED"' ultrasound technology X K K x

TED"' technology for Spectral PW and CW Doppler X X K X

Dual screen and live dual Imaging X K K X

Acoustic clip capture X K K X

e~lb Measure Workflow Acceleration K K X X
Preset functionality with preset ordering and grouping
capabilities and linking to Mufltilertz"' multiple frequency
Imaging 

xx

Integrated Stress ech o capability K x____________

Cardiac imaging and quantification package K x_____ _____
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DTI-h Doppler tissue imaging includes th~e following color
Doppler capabilities: X X X X

DTI Velocity (DTV) X X X K

Color Doppler Harmonic capability in DTI X X X K

High Frame Rate Tissue Doppler (l-TD) Capability K X X K

DTI Energy (DTE) X K X X

Color Doppler Velocit (CDV) X X X K

Color Harmonic imaging K X K X

DTI Pulsed Wave (DTI PW) capability X K X X

Color Doppler M-Mode for: K K K K

CDV K K X X

CIene! contrast pulse sequencing technology (CPS) X K X K

TED and NTEQ ultrasound technolog for Cadence"' CPS X X X K

Cardiac calculations package K ______ ______

Slope Line calculations X_____ ______ ____________

Generic Calculations/Ratio function X

8-mode, M0-mode, NTHI, CPS, PW Doppler. Triplex Imaging
and High Resolution Color Flow (HRCF) XXX

Cadence"' CPS Capture K K K X
Advanced SicClear"' spatial compounding with Dynamic TCE

S(tissue contrast enhancement) technology XXX

Advanced Vascular Analysis report package X K K X

Clarify"' Vascular Enhancement Technology K K X

Linear and Vector imaging formats K K K K

Auto Doppler option K K X X

Time averaged velocity, TAV) calculation K K K X

Vascular Calculation package K K K K

Tronscranial lmang InXX

syg®VeoiyVector Imaging"' technology (VVI) rotation X K K X

syg.® AOato-tracking contrast quantification XXX
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Technological Comparison
The new feature, Clarify yE, or Clarify is the same feature used on the S2000 (K072786).
Clarify vascular enhancement technology uses power Doppler flow information to enhance B3-
mode tissue resolution and reduce acoustic clutter throughout the region of interest. Clarify also
provides clearer vessel wall definition, improves tissue boundary detection and tissue contrast
resolution, while preserving spatial resolution.

Similarities
As can be seen from the comparison table and the device description above, the modified
device has substantially equivalent indications for use and technological characteristics as the
predicate devices ACUSON S2000 (K1 11674, 072786) and ACUSON SC2000 (K113179)

Differences
There are no differences for the new transducer (6C1 HD) and feature (Clarify VE) from its use
in S2000.
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E. Performance Data
The SC2000wis designed, verified, and validated according to the company's design control
process and has been subjected to extensive safety and performance testing before release.
Final testing of the S02000 included various safety and performance testing designed to ensure
the device meets all of its specifications. Safety tests have been performed to ensure the
device complies with applicable industry and safety standards including:

The Acuson SC2000" has been designed to meet the following product safety standards:
* UL 60601-1, Safety Requirements for Medical Equipment
" lEO 60601-2-37 Diagnostic Ultrasound Safety Standards
* GSA 022.2 No. 601-1, Safety Requirements for Medical Equipment
* AIUM/NEMA UD-3, Standard for Real Time Display of Thermal and Mechanical

Acoustic Output Indices on Diagnostic Ultrasound Equipment
* AIUM/NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound
* Safety and EMC Requirements for Medical Equipment

* IEC60601-1
* IEC60601-1-1
* lEG 60601-1-2

" lEG 1157 Declaration of Acoustic Power
" ISO 10993-1 Biocompatibility

F. Summary

Intended uses and other key features are consistent with traditional clinical practice and FDA
guidelines. The design and development process of the manufacturer conforms with 21 CFR
820 Quality System Regulation and ISO 13485:2003 quality system standards. The product is
designed to conform to applicable medical device safety standards and compliance is verified
through independent evaluation with ongoing factory surveillance. Diagnostic ultrasound has
accumulated a long history of safe and effective performance. Therefore it is the opinion
of Siemens Medical that the SC2000 systems are substantially equivalent with respect to safety
and effectiveness to devices currently cleared for market.
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Siemens Medical SoIlutions USA. Inc. September 26, 20 13
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services 1.1C
1394 25th Street N W
B3UFFALO MN 55313

Re: K132654
Trade/Device Name: Acuson SC2000' Diagnostic Ultrasound System
Regulation Number: 21 JFR 892.1550
Regulation Name: Ultrasonic pulsed dloppler imiaging systemn
Regulatory Class: 11
Product Code: IYN, IYO, ITX and OBJ
Dated: August 2 1. 2013
Received: September 4, 201 3

Dear Mr. Job:

We have reviewed your Section 5 10(k) premarkect notification of intent to market the device
referenced abov'e and have determined the device is substantially equivalent ( 11w the indications
for Lu se stated in the enclosure) to legally marketed predicate devices marketed inl interstate
commerce prior to May 28. 1976. the enactment dale of the Medical Device Amnernments. or to
devices that have been rec lassilied in accordance with the provisions of the Federal Food, Drug.
and Cosmetic Act (Act) that do not req ukie approval of a premnarket approval app licat ion (P MA).
YOU may. therefore. market the device. stibject to the general controls provisions of the Act. Thie
genera I controls prov'is ions oft he Act inlC I de requliremenlts for annual regi strat ion. listing of
devices, g-ood roanilfact tiring practice, labeling, and prohibit ions against iisbranding and
adulIteration. P lease note: CD RI- does not evaluate inform at ion iI atedl to contract Ii a i i lv
warranties. We rerin d you, however. thai device labeling- must be trulthful and not inislead in.

This determination of substantial equ ivalence applies to the followingl transdtcers intended for
use with the Acuson SC2000.. Diagnostic Ultrasound System,. as described inl yourI prernarket
no li Feat io i

Transducer Miodel Nutmbers

9L4 6C11IID V5MV
4Vlc 8V3 CW2
4Zle V7M 10\14

ACenN av 8 I and 1 01: UlItrasou nd Catheter
ACUIiSON Acu NavTNI V 101: UltIrasounod Catheter
SoundStar IOF UI Itrasound Catheter



Page 2-Mr. Job

If fyour device is classified (see above) into either class 11 (Special Controls) or class I (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Pants 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CER Pant 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CER Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2Q41 or (301) 796-7100 or at its Internet address
http://wYww.fda.1!,ovfMedicalDevices/Resour-cesforYou/lndustrv/default.htill. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21 CER Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
htir)://www.fda.iov/Meclica]Devices/Safet/RepoaPoben/df,,ul.ltI1ii for the CDRH's Office
of Surveillance and B iometrics/Di vision of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
litlp://wxww.Ida.ov/Mdical)vics/RsoircsforYotIidtlstrv/defailIt.him.

Sincerely yours,

for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): K132654

Device Name: SC2OOC" Diagnostic Ultrasound System

Indications for Use:
The SC2000 ultrasound imaging system is intended for the following applications: Cardiac, Neo-natal and
Fetal Cardiac, Pediatric, Transespohageal, Adult Cephalic, Peripheral Vessel, Abdominal, Abdominal
lntraoperative. lntraoperative, Musculo-skeletal Conventional, and Musculo-skeletal Superficial
applications. The system also provides the ability to measure anatomical structures and calculation
packages that provide information to the clinician that may be used adjunctively with other medical data
obtained by a physician for clinical diagnosis purposes. The typical examinations performed using the
SC2000 Ultrasound System are:
Cardiac Imaging Applications and Analysis
The system transmits ultrasound energy into adult, pediatric, neonatal, and fetal cardiac patients creating
20 (B), 3D, M-Mode (M), Color Doppler (CD), Color Power Doppler (GPO), Pulsed Wave (PR Doppler,
and Continuous Wave Doppler (CWD) to obtain images and blood flow velocity of the heart, cardiac
valves, great vessels, and surrounding anatomical structures to evaluate the presence or absence of
pathology. The system may be used to acquire patient electrocardiogram for synchronizing the diastolic
and systolic capture of ultrasound images.
The system also supports catheters which are intended for intra-cardiac and intraluminal visualization of
cardiac and great vessel anatomy and physiology as well as visualization of other devices in the heart of
adult and pediatric patients.
The system transmits ultrasound energy from either a transthoracic or transesophageal approach in
adult and pediatric patients: and from a transthoracic approach in neonatal and fetal cardiac patients
creating 2D (B), 3D, M-Mode (M), Color Doppler (CD), Color Power Doppler (CPO). Pulsed Wave (PVY)
Doppler, and Continuous Wave Doppler (CWD) to obtain images and blood flow velocity of the heart,
cardiac valves, great vessels, and surrounding anatomical structures to evaluate the presence or
absence of pathology. The system may be used to acquire patient electrocardiogram for synchronizing
the diastolic and systolic capture of ultrasound images.
The system has Cardiac Measurements and Calculation Packages that provide information that may be
used adjunctively with other medical data obtained by a physician for clinical diagnosis purposes.
Vascular Imaging Applications and Analysis
The system transmits ultrasound energy into various parts of the body of adult patients creating 2D (B),
Color Doppler (CD), Color Power Doppler (CPD), Pulsed Wave Doppler (PWD). and Continuous Wave
Doppler (CWD) to obtain images and blood flow velocity of the carotid arteries or juggler veins in the
neck: superficial and deep veins and arteries in the arms, legs and abdomen; and surrounding anatomical
structures to evaluate the presence or absence of pathology. The system may be used to acquire patient
electrocardiogram for synchronizing the diastolic and systolic capture of ultrasound images.
The system has Vascular Measurements and Calculation Packages that provide information that may be
used adjunctively with other medical data obtained by a physician for clinical diagnosis purposes.
Superficial Imaging Applications
The system transmits ultrasound energy into various parts of the body of adult patients creating 2D (a),
Color Doppler (CD), Color Power Doppler (CPD), Pulsed Wave Doppler (PWVD), and Continuous Wave
Doppler (CWD) to obtain images and blood flow velocity of conventional or superficial musculoskeletal
structures and surrounding anatomical structures to evaluate the presence or absence of pathology. The
system may be used to acquire patient electrocardiogram for synchronizing the diastolic and systolic
capture of ultrasound images.



lntraoperatlve Imaging Applications
The system transmits ultrasound energy into various parts of the body of adult patients creating 2D (B),
Color Doppler (CD), Color Power Doppler (CPD), and Pulsed Wave Doppler (PWD) to obtain images and
blood flow velocity that provide guidance during intraoperative procedures.
Transcranlal Imaging Applications
The system transmits ultrasound energy into the cranium of adult patients creating 20 (B), Color Doppler
(CD), Color Power Doppler (CPD), Pulsed Wave Doppler (PWD), and Continuous Wave Doppler (CWD)
to obtain images and blood flow velocity of the brain and surrounding anatomical structures to evaluate
the presence or absence of pathology.
The system provides Measurement Packages that provide information that may be used adjunctively with
other medical data obtained by a physician for clinical diagnosis purposes.

Prescription Use X AND/OR Over-The-Counter Use ____

(Part 21 CFR 801 Subpart 0) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence pf CDRH, Office of In-Vitro Diagnostics (OIVD)

9 Q44/

Division Sign-Off -Office of In Vitro Diagnostic Devices
Division of Radiological Health (DRH)
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Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known):

Device Name: SC2000 Diagnostic Ultrasound System

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical A B NI PWD CWD Color Power Color Combined Oiher: Other: Other:
Application Doppler (Amplitude) velocity (Speciry) Harmonic 3D Real

Doppler Imaging Imaging Time
3')

Ophthalmic

Fetal P P P ? P P P. P P

Abdominal P P P P P P P. P

lncroperalive P P P P P P P P
Abdominal
ntaoperaiive

Neurological

Pediatric P p p p P P P. P P P

Small Organ
(specify)

Neonatal
Cephalic
Adult Cepholic P P P P P P p P

Cardiac P P P P P P P. P P P

Trans-esophageal P P P P P P P

Transreclal

Tranivaginal

Transurethral

Intra-Luminal P P P I' P P P. P

Peripheral Vemsl P P P P P P P P. P

LaparostopicI I I
Musculo-skelelal P P P P P P r* P
Conventional

Musculo-skelelal P P P P P P P* P
Superfilc II
Other (Neonaial P P P P P P P. P
Cardiac) I___ I____ ___________ ____

Other (Intra- P p p P P P. P
Cardiaci - I__ I__________

N-new indication. P=Previously Cleared in 5 10(k) K4072365, K102017, KI 13179

Additional Comments:
*Combinations include: B4-M. B+PWD. B-tCWD. B+-Color Doppler. B+M+ Color Doppler. B+PWD4-Color
Doppler, B+CWD+Color Doppler. B+Power Doppler- B+M-$Power Doppler. Bi-PWD+Power Doppler.
BA-CWD+Power Doppler, B+-Clarifv VE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In-Vitro Diagnostics (OIVD)

Prescription Use (Per 21 CFR 801.109)

Division Sign-Off -Office of In Vitro Diagnostic Devices
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Diagnostic Ultrasound indications for Use Form

510(k) Number (if known):

Device Name: 91,4

Indications for Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical A B NI PWD CWD Color Power Color Combined Other:
Application Doppler (Amplitude) Velocity (Specify) Hairmonic

Doppler Imaging Imaging

Ophthalmic

Fetal

Abdominal

lntraopexative
Abdominal

Intranperative
Neurological

pediatric ,

small Organ
(Specify)

Neonatal
Cephalic
Adult Cephalic

Cardiac

Trans-esop haitca0
Transrectal

Tranuvagirtal

Transurclbral

Intra-Luminal
Peripheral Vessel P P P p P P, P. p

Laparoscopic

Musculo-skecual I p P P P P P * P
Conventional

Musul-seleal P pP P P P.
Superficial ____ _____

UOher (specify)

N=new indication. p= Previously Cleared in 5 10(k) K072365, K 102017, K 113179

Additional Comments:
*Combinations include: B+M. B+PWD. B+CWD. B+Color Doppler. B-fM-' Color Doppler, B-fPWD+Color
Dovoler. B+CWD+Color Doppler, B+Power Doppler, B+M+Power Doppler. B-IP WD+Power Dopuler.
B-fC WD+Power Doppler. B+Clarifv yE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORHI Office of In-Vitro Diagnostics (OIVO)

Prescription Use (Per 21 CER 801. .109)

Division Sign-Off -Office of In Vitro Diagnostic Devices

5 10(k) Page 3of 14



Diagnostic Ultrasound Indications for Use Form

5 1 0(k) Number (if known):

Device Name: 6C1110

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical A B Mi FWD CWD Color Power Color Combined Other:
Application Doppler (Ampitlude) Velocity (Specify) Huamic

Doppler Imaging Imaging

Ophthalmic

Fetal p p p p P P P. P

Abdominal P P P P P P P. P

Inirsoperative P P P P P P P. P
Abdominal

lntrmoperalive

Pediatric F P P P P P P. P

Small Organ P P P P P P P. P
(specify)
Neonatal
Cephalic
Adult Cephalic

Cardiac

Trans-esophageal

Tmrcal t

Tnnsvoginal

Tnansurethral

Intra-Lurninal
Peripheral Vessel P P P P P P P. P

Laparoscopic

Muscuto-skeleil
Conventional

Mus-_culo-skeletaI
Superficial _____

Other P P P P P PPP
(Abdominal
Vascular)

N-new indication. P=Previously Cleared in 5 10(k) K072365, K102017

Additional Comments:
*Combinations include: B+M. B+PWD. B-4CWD. B-*Color Doppler, B+M+ Color Doppler, B+PWD+-Color
Doppler. fl+CWD+Color Doppler, B+Power Doppler. B+M+Power Doppler. B+PWDtPower Doppler.
8+CWD+Power Doppler, B+Clarifv VE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of GDRH, Office of In-Vitro Diagnostics (CIVO)

Prescription Use (Per 21 CFR 801.109)

Division Sign-Off -Office of In Vitro Diagnostic Devices
51 0(k) Page 4of 14



Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: V5M

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical A Rt M PWD CWD Color Power Color Combined Other: Other.
Application Doppler (Amplitude) Velocity (Specify) Haarmic 3D

Doppler Inaging Imaging

Ophthalmic

Fetw

Abdominal

Intraoperalive
Abdominal
lntraoiperaiive
Neurological

Pediatric P P P P P P' P

Small Organ
(specify)

Neonatal
Cephalic
Adult Cephalic

Cardiac P P P P P P.P

Trnms-csophngcal P P P P P P. P

Troaeclial

Transvaginal

Tramsurelhiol

Intra-Luninal

Peripheral Vessel

La paros ccp ic

Musculo-skeletal
Conventional

Mvusculo-skeletal
Superficial

Other (specify)

Nnew indication. P= Previously Cleared in 5 10(k) K072365, K 102017, K! 113179

Additional Comments:
*Combinations include: B+M. B+PWD. B+CWD. B-iColor Doppler, B+M+ Color Doppler, B+PWD-'Color
Doppler, B+CWD+Color Doppler. B+Power Doppler. B4-M+Power Doppler. B+PWD+Power Doppler,
B-iC WD+Power Doppler, B+Clarifv yE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of In-Vitro Diagnostics (QIVO)

Prescription Use (Per 21 CFR 801. 109)

Division Sign-Off -Office of In Vitro Diagnostic Devices

51 0(k) Page 5 of...14...



Diagnostic Ultrasound Indications for Use Form

5 1 0(k) Number (if known):

Device Name: 4VIc

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical A B NI PWD CWD Color Power Color Combined Otlher:
Application Doppler (Amplitude) Velocity (Specify) hlarnmic

Dloppler Imaging Imaging

Ophthalmic

FetlI P P P P P P P. P

Abdominal

lhtnioperative
Abdominal

lntraoictralive
Neurological

Pediatric P p P p p p. P

Small Organ
(specify)

Neonatal
Cephalic
AdultiCcphalic P P P P P p P' P

Cardiac P P P P P P P P

Trans-esophageal

Transrectal

Transvasginal

Transurcibru!

Intra-Lurninal

Peripheral Vessel

Laparoscopic

Musculo-skelecat
Convention.l

Museulo-skelcial
Superficial
Oilier _(Neonatl P P P p p p. pp
Cardiac) I __________ __________

N-rew indication. Previously Cleared in 5 10(k) K072365, KC 102017, KI 13179

Additional Comments;
*Combinations include: B+M. B+PWD. B4-CWD, B+Color Doppler. 8-M+ Color Doppler. B+PWD4Color
Doppler, B-4CWD4-Color Doppler. B+Power Doppler. B-+M-'Power Doppler, B+PWD+Powver Doppler,
B-lCWD+Power Doppler. B+Clarifv yE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In-Vitro Diagnostics (OIVD)

Prescription Use (Per 21 CFR 801.109)

Division Sign-Off -Office of In Vitro Diagnostic Devices

51 0(k) Page 6of 14



Diagnostic Ultrasound Indications for Use Form

5 1 0(k) Number (if known):

Device Name: 8V3

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinicai A B MI PWD CWD Color Power Color Combined Other:
Appication Doppler (Amplitude) Velocity (Specify) lnmeic

IDoppler Imaging Imaging

Ophthalmic

Fetal P P P P P P pP

Abdominal

Intritoperative
Abdominal

Intooperalive
Neurological

Pediatric P P P P P P P P

Small Organ
(specify)

Neonatal
Cc - - -

Adult Cephoilic

Cardiac P P P P P P P P

Trans-esophageal

Transrcctal

Transvaginal

Traunsurethral

Intra-Luminal

Peripheral Vessel

Laparoscopi c

Musculo-skeletal
Conventional

Musculos-skeletal
Superficial

Other (Neonatl P P P PF P
Cardiac) ___ ____ ______ ____ _____ _____

Nnew indication. Previously Cleared in 510(k) K102017, KI 13179

Additional Comments:
-Combinations includle: B+M. B-'PWD. B±CWD. 24-Color Doppler. B-4M+ Color Doppler. 4-P WD+Color
Doppler. B+CWD-lColor Dooler. 84-Power Doppler. B+M+Power Donl~ler. B+PWD+Power Doppler.
B+CWD4Power Doppler. B+ClariNy VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CODRH, Office of In-Vitro Diagnostics (OIVO)

Prescription Use (Per 21 CFR 801. 109)

Division Sign-Off -Office of In Vitro Diagnostic Devices

510(k) Page 7 ofj14



Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: CW2

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical A 8 N1 PWD CWD Color Power Color Combined Other:
Application Doppler (Amplitude) Velocity (Speeify) Harmonic

Doppler Imaging Imaging

Ophthalmic

Fenal

Abdominal

lniraoporalive
Abdominal
Ininoperaiive
Neurological

Pediatric I'

Small Organ
(Specify)

Neonatal
Cephalic
Adult Cephalic

Cardiac P

Tramns-c opha g al

Trnsreclal

Transvaginal

Transureihrnl

Inira-Luminal

Peripheral Vessel P

Loparoscopic

Musculo-skeletal
Convenhomnal

Musculo-skolcil
superflcial _____

Oilier (Specify)

N~ew indication. Previously Cleared in 5 10(k) K072365, K 102017, K! 113179

Additional Comments:

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In-Vitro Diagnostics (OIVO)

Prescription Use (Per 21 CER 801.109)

Division Sign-Off -Office of In Vitro Diagnostic Devices

51 0(k) Pagea8of 14



Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: 4ZIc

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical A 8 MI PWD CWD Color Power Color Combined Other: Other:
Application Doppler (Amplitude) Velocity (Specify') Hiarmonic Real

Doppler Imaging lImaging Time

Ophthalmic 
_____ ____3D

Fetal P P P P P P. P I'

Abdominal

lntraopcrative
Abdominal

lntroperative
Neurological

Pediatric P P P P P P. P P

Small Organ
(specify) I*

Neonatal
Cerphalic
Adult Cephalic

Cardiac P P P P P P. P P

Traas-cso ph age al

Truttaeclal

Trinsvaginal

Transureiral

Intra-Lunninal

Peripheral Vessel

Laparoscopic

Musculo-skeltual
Conventional
SuperficialOther (specify)

Nnc~v indication. P= Previously Cleared in 5 10(k) K072365, K 102017. K! 113179

Additional Comments:
*Combinations include: B-FM. B+PWD. B+CWD. B-IColor Doppler. B+M+ Color Doppler. B-'PWD+Color
Doppler, B+CWD+Color Doppler. B+Power Doppler. B-4M±Power Doppnler. B+PWD4-Power Doppler.
B+CWD+Power Doppler. B+Clarifv VE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In-Vitro Diagnostics (OlVO)

Prescription Use (Per 21 CFR 801.109)

Division Sign-Off -Office of In Vitro Diagnostic Devices

51 0(k) Page 9of 14



Diagnostic Ultrasound Indications for Use Form

5 1 0(k) Number (if known):

Device Name: AcuNav SF and 10F Ultrasound Catheter

Intended Use: Catheter is intended for intra-cardiac and iniraluminal visualization of
cardiac and great vessel anatomy and physiology as well as visualization
of other devices in the heart of adult and pediatric patients as follows:

Clinical A B M PWD CWD Color Power Color* Combined Other: Other:
Application Doppler (Amplitude) Velocity (Specify) Harmonic Real

Doppler Imaging Imaging Time
_________ _____3D

Ophthalmic

Fetal

Abdominal

In tree perative
Abdominal

Intraoperamie
Neurological

Pediatrc P P P P 

Small Organ
(Spec ify)t

Neonatal
Cephalic
Adult Cephalic

Cardiac P P P P P P.

Trans-esophageal

Transrectal

Transrvaginal

Transurethwl

Inira-Luminal P P P P P P.

Peripheral Vessel

Laparoscopic

Musculo-skelcial
Conventional

Museulo-skeletal
Superficial

Other (lntra- p p p p P p P.
Cardiac)I I

N-new indication. P~ Previously Cleared in 5 10(k) K071234, K(093812, K 113179

Additional Comments:
*Comnbinations include: B+M. B+PWD. B-iC WD, B+Color Doppler, B+M+ Color Doppler. B+PWD4Color
Doppler, B+CWD-iColor Doppler. B+Power Doppler

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In-Vitro Diagnostics (OIVO)

Prescription Use (Per 21 CER 801.109)

Division Sign-Off -Office of In Vitro Diagnostic Device s

51 0(k) Page 10 ofj14



Diagnostic Ultrasound Indications for Use Form

5 130(k) Number (if known):

Device Name: ACUSON ACUNaVTm V 11011 Ultrasound Catheter

Intended Use: Catheter is intended for intra-cardiac and intraluminal visualization of
cardiac and great vessel anatomy and physiology as well as visualization
of other devices in the beant of adult and pediatric patients as follows:

Clinical A B M rwn CWII Color Power Color Combined Other: Other:
Application Doppler (Amplitude) Velocity (specify) Harmonic Real

Doppler Imaging Imaging Time
___________ ______________ D

Ophthalmic

Fetal

Abdominal

Itlisa ent
Abdominal

lntraopicrative
Neurological

Podiajeic P P P P. P P P.P

Small Organ
(specify)'

Neonatal
Cephalic
Adult Cephalic

Cardiac P P P P P P P. P

Trars-sph age. I

Tasrectal

Trinsvaginal

Transurethral

Inira-Luminal - P P P P P P P. P

Peripheral Vessel

Laparoscopic

M..sculo-skcletal
Conventional

Musculo-alceletal
Superficial

Other (lntia- - P P P P P P P. P
cardiac) E

N-new indication. P =Previously Cleared in 5 10(k) K0818O8, K 13179

Additional Comments:
*Combinations include: B+M. B--PWD. B+CWD. B+Color Doppler. B+M+ Color Doppler. B+PWD-IColor
Doppler. B±CWD+Color Donoler. B-iPower Donpler, B-4M+Power Doppler. I34PWD+Power Doppler.
B-4C WD+Power Doppler, B+ClariNy VE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In-Vitro Diagnostics (OIVD)

Prescription Use (Per 21 CER 801.109)

Division Sign-Off -Office of In Vitro Diagnostic Devices

51 0(k) Page 11iof 14



Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: SoundStar IOF Ultrasound Catheter

Intended Use: Catheter is intended for intra-cardiac and intraluminal visualization of
cardiac and great vessel anatomy and physiology as well as visualization
of other devices in the beant:

Clinical A B 5!* PWD CWD Color Power Color Combined Other: Other:
Application Doppler (Anmplitude) Velocity (Specify) Harmonic tRal

Doppler Imaging Imaging Tin,.
__________ _____JD

Ophthalmic

Fetal

Abdominal

Inlrprati
Abdominal

Iniroperativc
Neurological

Pediatric

Small Organ
(specify)"

Neonatal
Ceplhalic
Adult Cephalic

Cardiac P P P P P P P.

Tmans-cso pha gen

Transrectal

Transvaimal

Transureibral

Intra-Luminal P p P P P P P.

Peripheral Vessel

Lapanoscopic

Musculo-skelcl
Conventional

Musculo-skeletal
Superficial

Other (ltnir- P P P P P
Cardiact

Norew indication. P= Previously Cleared in 5 10(k) K070242, K 113179

Additional Comments:
*Comnbinations include: B+M. B+PWD. B+CWD. 8-4Color Doppler. B+M+ Color Doppler. 8+PWD4Color

Doppler. B-4C WD+Color Doppler. 84-Power Dopoler
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In-Vitro Diagnostics (OIVO)
Prescription Use (Per 21 CFR 801.109)

Division Sign-Off -Office of In Vitro Diagnostic Devices

51 0(k) Page12 of 14



Diagnostic Ultrasound Indications for Use For~m

5 10(k) Number (if known):

Device Name: V7M
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical A B At PWD CWD Color Power Color Combined Other: Other:
Application Doppler (Amplitude) Velocity (Specify) Ilarmonic 3D

Ophthalmic 
Doppler Imaging Imaging

Fetl

Abdominal - P P P P P P P.P P

lntraopersiive
Abdominal

intamoperative
Neurological

Pediatric P P P P P P. P

Small Organ
(Specify)

Neonatal

Cc the 
_

Adult ECphalic

Cardiac P P P P P P. P

Trans-esophageal - P P P P P P. P

Transmccass

Transvaginal

Trunsureffiral

Intra-Luminal

Peripheral Vessel

Laparoscopic

Musctjlo-skeleiai
Conventional

Mu-culo-skelelal
superficial

Other (specify)

N-new indication. P= Previously Cleared in 5 10(k) KI 11674

Additional Comments;
*Combinations include: B-tM. B+PWD. B-iC WD. B+Color Doppler. B+M+ Color Doppler. B+PWD+Color
Dooler. B-ICWD-tColor Doppler. B+Power Dopoler. B-IMA-Power Doppler. B+PWD+Power Doppler.
B-iC WD+Power Doppler. B+Clarifv VE

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In-Vitro Diagnostics (QIVO)

Prescription Use (Per 21 CFR 801.109)

Division Sign-Off -Office of In Vitro Diagnostic Devices

510(k) Page 13 of 14



Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known):

Device Name: 10V4

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical A B MI FWD CWD Color Power Color Combined Other:
Application Doppler (Amplitude) Velocity (Specify) Harmonic

Doppler Imaging Imaging

Ophthalmic

Fetal P P P P P P P. P

Abdominal P P P P P P P P

lntraopcrative - P P P P P P P. P
Abdominal

ilroperalivc P P P P P P P. P
Neurological

Pediatric I' P P P P P P. P

Small Organ
(specif)

Neonatal
Cephalic
Adult Cephalic

Cardiac P P P P P P P P

Trans-esophageal

Triuvsrctal

Transvaginal

Transurethral

Intra-Lurial

Peripheral Vessel

Laparoscopic

Moulou -slicema
Conventiona

superficial
Other (Neonatal P P P P P P Pt P
Cardiac)

N-nsw, indication. Previously Cleared in 5 1 0(k) K I 11674

Additional Comments:
*Combinations include: fl-M. B+PWD, B+CWD. B+Color Doppler, B+M+ Color Doppler, B+PWD-iColor
Doppler. B-iCWD+Color Dolpler. B+Power Doppler. B+M+Power Doppler. B-tPWD+Power Doppler.
B-iC WDllPower Doppler. B+Clarifv VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In-Vitro Diagnostics (OIVO)

Prescription Use (Per 21 CFR 801,109)

Division Sign-Off -Office of In Vitro Diagnostic Devices

510(k) Page14 of 14


